
4115-116 DIV 4 



REMARKS 



,„ the Office Action dated August 27, 2002, Exa m iner Epperson, the previous examiner, imposed a fifty- 
la; restrict retirement dividing the Cairns into 56 separate groups. Accormg to E— 

distinct inventions. 

Applicants are confused that 83 claims were separated into the 56 different groups, especially becau* 

1 Its fitted a PrCiminary Amendmen, when fii, g the present divisiona, apphcat.on 

2 2000 (parent appiication U.S. Patent Application No. 09,220,4,5) that cance ied c,a,ms - , - 
mA 75-8 Tl,e only claims remaining in the application for exarmnation mclude Ca.ms 40 49 , 68-74 
Id 82-83. Thus understood, applicants wi„ only address the claims tha, are currently pendmg ,„ th.s 
divisional application. 

T1 ,e Cairns currently pending in this divis.onal application include: claims 40 4, and 82 83 tha, are 
compositions Cairns; Ca.ms 42-49 tha, recite methods of making the compos„,o„s; Ca.ms 68-73 a 

thods of treatment with the compositions; and Cairn 74 which is a method for screemng for 
I o i on, A„ the Cairns are classed m Cass 5,4, suhclass 2, thus the Cairns are uo, patently 



distinct. 



As stated oy the current examiner, Examiner StuCer', dunng the examination of the parent 

J 1 Application No. 09/220,415), the product claims and method of using the products are o, 

i n, y is. nc, from each other because one having a method of usmg the instantly Ca.med pep,, 
J o b vious,y have ,o have ,he pep,ides ,o perform the method." The facts in ,h,s presen, apphcat, 
i; logons. The composi.ions are no, patently distinct from the method of makmg a„d,or usmg ,he 
IlposttLs hecausc one wouid ohviousiy have ,o have the compositions ,„ performs the methods. 

Moreover in ,he pare,,, applica.ion and ,he ,hree correspondmg divisional applications, multiple 
!^o f r JU dic al,y created obviousuess-type doub.e patenting have been imposed further prov.dm 
irjence that the composites and methods of making and,or us.ng ,he claimed comp„s„,o„s are no, 
patentably distinct. 
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•,winn for the withdrawal of the requirement for restriction is 
fc „ew of the foregoing — * adteed to appHcmts pro— elect ^ 

— r:::L ^ ^ - -3 ^ - ™ * «. 

examination on the merits. 

in MPFP Section 821.04, when elected compositions claims 

40-11 and 82-83 are ^ be 01neQ wi examined in this one application 

usmgl „ecompos,ti„nsofc,a,r„s40-4, and 82- Bmayb^ ^ ^ 

prov ,ded the method £££^<~~^"~»-**~ 

examination of the elected invention. Thus understoo pp ^ 
40-41 and 82-83 are found to rec.te patentable subject matter, non-elected claims 
be taken up for examination. 



for Exten -inr r*™™' 



„, m „ nlh extension of time, extending the deadline for 
The applicants hereby petition for a one (1) month extensio 
responding to the August 27, 2002 Office Action from September 27, 2002 to 
entry of this petition results in a petition fee of $55.00 

, n, of 155 00 ,s submttted herewith in payment of the petition fee for a one-month 
A ch ec k ,n »e am „ n, o ^ 5 .0 ,s su ^ ^ ^ q ^ ^ 

extension. The U.S. Patent ana n* Deposit Account No. 08- 

necessary to the entry of .his amendment, and to credit any excess payment, Dcpos 

3284 of mtellcetual Property/Technology Law. 




Marianrte Fuierer 
Reg. No. 39,983 
Attorney for Applicant 
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APPENDIX A 

Tn specification 

j , thp "Field of Invention" with 

.h. following .ex. so .hat the paragraphs read as follows: 

, „f IIS Patent Appl.eat.on No. 09/220,415, filed 

December 24, wniui is . reference: 

theent.redise.osuresofwhtchare.ncorpom.edhere y t , 0 „ of 

PCT/US97/11210, entitled "Treatment -^.-^ 19938] wh,ch ,s 
Derivatives of Human Chonomc Gonadotropin ^Uedo ^ pa(cnt 

ted on and claims pnonty to ,^ fTS ^Etoimsi and U.S. Patent 
Application No. 08/ /uy,^," 1 ^ Derivatives of 

Human Chorionic Gonadotropin , filed "VtJ documents' U.S. Patent Appl.cat.on No. 
clatmsprion^ to thepnon^ fo lowm^^- y s AppllcatI o„ No. 

• 08/669,654, filed June 24, 19 96 2^-53^^0^968^; 

08/709,924, filed September 9, 1996jmiLS_-— ■ ^ ^ 

PCT/US97/11448 "Treatment o^^Il'opi^, filed on 24 June 

SSS ru^rSn - filed Sep.emher 9, ,9,6, r^ 

abandoned; and HTV ln f ec tion by 

PCT/US97/11202, enti.led ^^^Z^J ^ on 24 June 

est^e? - - = ^9 6si%&t« 
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APPENDIX B 

All Pendin g Claims 

40. 



A firs , exposition comprising one or more first components of a second compos,„on 
comprising a sampie of native hCG or native P -hCG, the firs, components being separated from 
other components of the hCO or f-hCG sample, the native hCG or 0-hCG sample no, bemg 
pnnfied to homogeneity in the second composition, .he firs, components and the second 
composition having a, least one therapeutic effect selected from the group consistmg of an„-H,V 
effects, anti-cancer effects, anti-wasting effects, and pro-hematopo,et,c effects. 

The firs, composition of claim 40 wherein the firs, components have an approximate apparent 
' moiecuiar weigh, seiec.ed from .he group consis.ing of 40 kD, 15 kD and 3 kD, wherem the 
apparent molecular weigh, is determined by elution from a ge, fil.ra.ion sizing columr , rdafive to 
me elution of a na.ive hCG he.erodimer, having a molecular weigh, of 77 kD, and a P -hCG core 
protein or peptide, having a molecular weight of 1 0 kD. 

2 A first composition produced by a process comprising the following steps: 
' a) subjecting a second composition comprising native hCG or native p-hCG to a size fractionat.on 
procedure, ,he na.ive hCG or na.ive f-hCG no, being purified ,o bomogenei.y in .he second 
composi.ion, ,he second composi.ion having a, leas, one .herapeu.ic effec, selec.ed from ,he 
group consisting of anti-HIV effects, anti-cancer effects, an.i-was,ing effects, and pro- 
hematopoetic effects; and 
b) recovering fractions having such effects. 

43 The firs, composi.ion of Cairn 42 wherein ,he recovered fractions contain material having an 
approximate apparent molecular weigh, seleced from ,he group consis.ing of 40 kD, , 5 kD and 
3 kD, wherem .he appare, modular weigh, is de.ermined by elu.ion from a ge. *"-<™ 
column relarive .o .he elu.ion of a na.ive hCG he.erodimer, having a molecular we.gh. of 77 kD, 
and a pMiCG core protein or peptide, having a molecular weight of 1 0 kD. 

44. The firs, composition of claim 42, wherein the second composition is early pregnancy urine. 
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pro-hematopoietic effects. 

46 Th e method of Cairn 45 wherein the size fractionation procedure comprises the step, 

a) loading the second composition onto a ge, filtration sizing coiumn ,„ a first buffer 

b) in: - — - - — - — ^ ° f 30 mM 

sodium phosphate, pH 7.0 and 2 M sodium chloride; and 

c) recovering fractions of the second composition having been eluted from the column. 

and wherem the recovered ^ apparent 

•;„i,t alerted from the group consisting of 40 ku, 13 ku anu 
weight selected trom thp SUPFRDEX 200™ column relative to the 

molecular weigh, is determined by ehmon from the SUPERDEX 2 
eiution of a native hCG heterodiiner, having a molecular weigh, of 77 WD, and p 
protein or peptide, having a molecular weight of 1 0 kD. 

The method of claim 47 wherein the second composition is early pregnancy urine. 

The method of Calm 4S wherein prior ,„ feeing the second composition to a size 
fractionation procedure, the second composition is subjected to the following steps 

b) removing the precipitate from the urine; 

c) concentrating the urine; 

d) removing salt and lipid from the urine; and 

e) lyophilizing the urine. 



48. 



49. 
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wasting effects, and pro-hematopCMet.c effects. 

69 T „ e me.hod o f Cairn « wherein *• - — - - m0to,ar 
„ei g h,selecMfrom.hegro U pc„nsistingof40 k D, 15 kDa„d3kD. 

„ a f Iaim69 herein the apparent molecular weight is determined by elution from a 
70 . The method of c,a,m 69 P ^ ^ ^ ^ ^ . 

::::::::: " r r ^ « ^ . ^ - ■ — ° f 



10 kD. 



7 , A method of treat,,, or prevent,, a condition seiec.ed from - - ' ™ 
Action, cancer, wasting, and hematopoetic deficiency, ,n a human s^c 
tre a,men, or prevent™ comprising administering to the s ubj ec an - « by / pr0CKS 
effective to treat or prevent HIV infection, the firs, compos,,,o„ bemg produced by 



comprising the following steps: hr r or native B-hCG to a size fractionation 

a) su , ecting a second composition -^^^^ in the second 
procedure, the native hCO or native f-hCG not be.ng p 

Imposition, the second compos„io„ having a, leas, ^ ^ pf0 . 

group consisting of anti-HIV effects, anti-cancer effects, ant, was g 



hematopoietic effects; and 
b) recovering fractions having such effects. 



■ appa re„,mo,ecu,arwei g h,selec,edfrom«hegro U pc„ns,s,m g of40 k D,,5 k Dand 3k 
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73. 



74. 



4115-116 DIV 4 



The method of ciaim 72"wherein the apparent nto,ecu,ar weigh, is determined by elut.on from a 
g ei mtration sizing coiumn reiative ,„ the .Union of a native hCG heterodimer, havmg a 
molecular weigh, of 77 kD. and a P-hCO core protein or peptide, having a mo,=eu,ar we,gh, 



10 kD. 



A method of screening a preparation comprising hCG or P -hCG or a fraction of a hCG o , 
hCG preparation or one or more portions of f-hCG for at leas, one therapeutic effect 
from ,he group consisting of anti-H,V effee.s, an,i-ca„cer effects, anti-wasting effects, and oro- 
hematopoetic effects, comprising assaying the fraction for such effects. 



82. A pharmaceutical composition comprising: 
the first composition of claim 40; and 
a pharmaceutical ly acceptable carrier. 

83 A pharmaceutical composition comprising: 
the protein or peptide of claim 42; and 
a pharmaceutical^ acceptable carrier. 
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